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SERVICE AGREEMENTs

POLICY

It is (Insert manufacturer name) policy to establish contracts and/or letters of agreement with third parties for services and testing procedures that impact therapeutic products. Service providers must meet assessment criteria.
PURPOSE

To document the service/testing procedures required and the responsibilities of (Insert manufacturer name) and the service providers. To ensure all services and test procedures that impact on therapeutic products meet (Insert manufacturer name) and regulatory requirements.

RESPONSIBILITIES

The Quality Manager and Facility Director (Production Manager) are responsible for all service agreements.  

SERVICE PROVIDER ASSESSMENT

The following criteria (where applicable) are considered when assessing a service provider:

· Certification, accreditation and licenses

· Processing training/skills (eg. cardiothoracic and burns surgeons/registrars)

· Analytical test method requirements 

· Test method validation

· Provision of reports 

· Response or turn-around times

· Previous service history (reliability/non-conformances)

· Cost

Services provided are continually assessed by (Insert manufacturer name) management and formally reviewed annually. Agreements are renewed as required. 

records

Agreements

The current versions of all service agreements are maintained in the Service Agreement File. Agreements are dated and signed.
Agreements are recorded in (Insert quality management system name), with the commencement date and the dates of subsequent reviews. 
Supplier details are recorded in (Insert quality management system name) with approval status and date. 

Reports 

Service and maintenance reports are stored in designated files in (Insert manufacturer name), or by the service provider and made available on request. 

Laboratory test results are stored with the donor/patient records, culture/reagent records or environmental monitoring records (as appropriate). 

SERVICE PROVIDERs 
(Examples of services and service providers listed below; Edit as required)
Letters of agreement and/or service contracts have been signed between (Insert manufacturer name) and the following service providers. The agreements stipulate responsibilities and service requirements.

1. Laboratory Testing

1.1. (Insert microbial testing facility 1 name) (TGA licensed for serology & microbial contamination testing)
· Serology testing

· Microbial contamination testing for product release 

· Microbial contamination testing for environmental monitoring and open processing samples eg contact plates (not TGA licensed)

1.2. (Insert microbial testing facility 2 name) (TGA licensed) 
Sterility and endotoxin testing of aqueous reagents, solutions or products.
1.3. Australian Red Cross Blood Service (TGA licensed)
Testing (NAT and serology for malaria) on whole blood samples or apheresis donation samples collected from peripheral blood of a human with a beating heart.

1.5 (Insert cytogenetic testing facility name)
Chromosome analysis by G-banding with karyotype preparation 

1.6 (Insert mycoplasma testing facility name) (TGA licensed)
Mycoplasma testing of cell culture supernatant.
2. Maintenance

2.1. (Insert engineering/technical services department name)
Service inspections of equipment (critical and non-critical), as listed in the Service Agreement. Subcontracts may only be made to suitably accredited service agents, with prior approval by (Insert manufacturer name).
2.2. (Insert facilities management department name)
· Service inspections of refrigerators and freezers, in accordance (Insert protocol name), every six months by a qualified refrigeration technician.
· Maintain the Building Management System (BMS).
2.3. (Insert pest control service provider name)
(Insert applicable name) pest control service provider to conduct annual pest control services for the (Insert manufacturer name) office areas.
2.4. (Insert cleanroom certification/maintenance service provider name)
Preventative maintenance and re-certification of the facility air conditioning and mechanical ventilation systems to the items of plant and equipment listed in the agreement schedules. Includes re-certification of Biological Safety Cabinets by a suitably accredited agent and calibration and certification of the monitoring system sensors. 

2.7. (Insert power maintenance service provider name)
External contract for preventative maintenance for the (Insert applicable name) (uninterrupted power supply).

2.8. (Insert software platform provider name)
Annual Support and Maintenance Warranty to provide telephone, e-mail and web support, access to the User Groups Forum plus version protection including upgrades, patches and utilities.

3. Decontamination/Cleaning

3.1. (Insert sterilisation service provider name)
Decontamination and sterilising services, utilising either steam or gas (ethylene oxide) sterilisation, as required, in accordance with AS 4187. Subcontracts may only be made with prior approval by (Insert manufacturer name).

3.2. (Insert cleaning services provider name)
Conduct scheduled cleaning of the (Insert manufacturer name) Facility according to Major Clean DOC83.
4. Retrieval/Collection

4.1. (Insert clinical specialist unit name)
 (Insert details of clinical specialist units and brief description of purpose; e.g. Haematology unit;; Phlebotomy unit.)
4.2. (Insert clinical specialist unit name)

 (Insert details of clinical specialist units and brief description of purpose; e.g. Haematology unit; Phlebotomy uni..)
5. Clinical Program

5.1. (Insert clinical program title)
Insert details of clinical program agreements; e.g. Cellular therapies programs; Peripheral blood stem cell transplant programs; Bone marrow transplant programs. Include current and terminated programs.)
5.2. (Insert clinical program title)
Insert details of clinical program agreements; e.g. Cellular therapies programs; Peripheral blood stem cell transplant programs; Bone marrow transplant programs. Include current and terminated programs.)
6. Disposal

6.1. (Insert human tissue disposal service provider name) 

7. Storage/Release

7.1.  (Insert storage facility names; Examples include Pharmacy and therapeutic facilities.)
(Insert brief descriptions of storage facility/facilities, and purpose.)
8. Contingency Plans

8.1. (Insert alternate facility provider name)
Mutual contingency plan between (Insert manufacturer name) and (Insert alternate facility provider name) for provision of facilities and equipment in the event of an emergency.

8.2. Australasian Tissue & Biotherapeutics Forum (ATBF), now known as the Biotherapeutics Association of Australasia (BAA)
Memorandum of understanding between member banks of the ATBF (now BAA), for the emergency temporary storage of tissues, cellular donations and allografts. 

9. Collaborations

9.1. (Insert collaborator name)
(Insert brief descriptions of collaborate agreements; e.g. Confidentiality agreements; Quality agreements; Third Party agreements
10. Insurance

10.1. (Insert insurer name)
Submission for (Insert insurer name) to present to reinsurers.
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